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AND CONSOLIDATED CASE 

BRIEF FOR PETITIONERS PUBLIC 

CITIZEN HEALTH RESEARCH GROUP, ET AL. 
In this action, one public interest group and four 

labor unions representing a major segment of the over one 
hundred thousand hospital and health care workers exposed 
to ethylene oxide, seek review of one limited, but critically 
important, aspect of the ethylene oxide standard recently 
issued by the Occupational Safety and Health Administration 
("OSHA"). Petitioners challenge OSHA's eleventh-hour decision 
to bow to pressure from the Office of Management and Budget 
("OMB") and to remove from the final standard a provision 
establishing a short-term exposure limit ("STEL"). The deleted 
provision would have protected employees from high-level, 
short-duration exposures which are common in the workplace and 
which have been linked to cancer, chromosome damage, and spon- 


taneous abortions in humans, but are not controlled by OSHA's 


final rule. 








Petitioners urge that the decision to remove the short~ 
term exposure limit from the final standard be set aside, for 
two principal reasons. First, OSHA's failure to include a STEL 
in the final standard is at odds with its statutory mandate and 
the rulemaking record. Without a STEL, workers will continue to 
be subjected to what OSHA itself characterizes as a “significant 
risk" of cancer, and will remain completely unprotected from the 
risks of chromosome damage and spontaneous abortions. Indeed, 
every government health and safety agency to examine the need 
for a STEL, as well as OSHA's own scientific staff, unanimously 
concluded that a STEL was essential to reduce the cancer risk to 
an acceptable level and to protect workers from chromosome 
and reproductive damage. The OSH Act requires the agency to 
set standards which most adequately assure that workers are 
protected. Because OSHA's final standard fails to protect 
exposed workers, the decision to delete the STEL cannot be 
sustained. 

Second, OSHA's deletion of the STEL was dictated by OMB. 
Whatever the appropriate bounds of OMB involvement in OSHA 
rulemaking are in general, OMB has no authority to force OSHA to 
revise highly technical, scientifically-grounded health standards. 
The Occupational Safety and Health Act assigns sole responsibility 
for formulating OSHA standards tə the Secret: v of Labor ~~ not 
the Director of OMB -- and directs the Secretary to set standards 
which maximize worker protection, within the limits of feasibility. 


Here, it is clear that the Secretary had determined to include a 


os 


























STEL in the final ethylene oxide standard, but took it out 
solely as a result of pressure from OMB, which opposed the STEL 
on cost-benefit grounds. The Secretary has no authority to 
abdicate his decisional responsibility to OMB, and thus the 


decision to delete the STEL cannot stand. 


QUESTIONS PRESENTED 

l. Is OSHA's decision to delete a STEL from its final 
ethylene oxide standard (a) consistent with the mandates of 
the Occupational Safety and Health Act and (b) supported by 
substantial evidence and the product of reasoned rulemaking, 
where (i) OSHA concedes that in the absence of a STEL workers 
exposed to ethylene oxide within the permissible limits will 
still be subjected to a "significant risk" of contracting 
cancer; (ii) OSHA acknowledges that a STEL is needed to 
peotect workers against the rie of chromosome damage; (iii) 
OSHA acknowledges that a STEL is needed to protect workers 
against reproductive hazards, particularly spontaneous abor- 
tions; (iv) OSHA recognizes that most occupational exposures 
to ethylene oxide are short-duration, high-level exposures, 
which have been demonstrated to cause chromosome damage and 
spontaneous abortions; and (v) OSHA's scientific staff unani- 
mously recommended the inclusion of a STEL in the final 
standard? 

2. Under the Occupational Safety and Health Act, which 
assigns to the Secretary of Labor the responsibility for 
promulgating health and safety standards, was it permissible 


-Ju 





for the Office of Management and Budget to override the 
Secretary's decision that a STEL was a necessary component of 
the final ethylene oxide standard? 

STATUTES INVOLVED 

The pertinent statutory provisions are set out in an 
addendum to this brief. 

REFERENCES TO PARTIES AND RULINGS1/ 

The petitioners in this action are Public Citizen Health 
Research Group, a non-profit public interest organization 
engaged in research and advocacy on health and safety 
matters, including workplace safety, and four labor unions 
representing a major segment of the employees occupationally 
exposed to ethylene oxide: the American Federavion of State. 


County, and Municipal Employees, the Service Employees 








ema pa sma, 


1/ This action was before this Court previously on 
the motion for a stay of the effective date of the ethylene 
oxide standard filed by the Association of Ethylene Oxide 
Users (the “Association"), and on the motion by petitioners 
to stay briefing until OSHA took final action on the short- 
term exposure limit. By Order dated January 23, 1985, 
this Court denied the Association's motion for a stay, 
finding that it had failed to demonstrate that it was likely 
to prevail on the merits and that a stay would not be consis- 
tent with the public interest. Moreover, because OSHA 
had taken final action with respect to the STEL, it also 
denied as moot petitioners' motion to stay the briefing 
schedule. 


This case is related to Public Citizen Health Research 
Group v. Auchter, 702 F.2d 1150 (D.C. Cir. 1983). in which 
this Court directed OSHA to issue its proposed rule and to 
expedite its ethylene oxide rulemaking. Counsel are unaware 
of any other related case presently pending in this or any 
other court or which may be presented to this or any other 


court in the future. 
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International Union, District Council 1199 of the National 
Union of Hospital and Health Care Employees, and the Amalgamated 
Clothing and Textile Workers Union. 

The respondents are Robert A. Rowland, the Assistant 
Secretary of Labor, Occupational Safety and Health Admini- 
stration, and Raymond J. Donovan, the Secretary of Labor. 

The petitioner in No. 84-1392, which has been consoli- 
dated with this action, is the Association of Ethylene Oxide 
Users. 

STATEMENT OF THE CASE 

A. Petition for Emergency Rulemaking 

In order to put the issues raised by this petition 
in perspective, it is necessary to trace briefly the factual 
background of this case. The origins of this proceeding 
date back to August 13, 1981, when the Public Citizen Health 
Research Group and the American Federation of State, County 
ané Municipal Employees jointly filed an administrative 
petition requesting OSHA to issue immediately an emergency 
temporary standard setting reduced exposure levels for 
ethylene oxide ("EtO"). At that time, OSHA's standard for EtO 
required employers to assure that employee exposure did not 
exceed 50 parts per million of air ("ppm") determined as an 
8-hour time weighted average. 29 C.F.R. § 1910.1000, Table 
Z-1 (1983); see 47 Fed. Reg. 3566 (January 26, 1982). As the 
petition pointed out, EtO is used widely in hospitals and in 


the manufacturing of medical devices as a sterilizing agent 
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for heat or moisture-sensitive materials, as a fumigant for 
spices and agricultural products, and as an intermediate in 
chemical manufacturing. Workers exposed to EtO include 
hospital workers who operate, or work near, sterilization 
equipment; medical device makers; and producers of chemicals, 
including ethylene glycol (often used as antifreeze in auto- 


mobiles), detergents, and acrylonitrile.2/ 


The principal occupational exposure for workers, however, 


is in hospital sterilization areas ənd in the health care 
and medical products industries. Preamble at 25767 .3/ 
Typically, exposure occurs in the sterilization process when 
objects being sterilized are placed in sealed chambers which 
are then flooded with EtO gas. After the sterilization 


process is complete, the EtO is vented. However, unless the 


2/ OSHA estimates that over 70,000 workers are directly 
exposed to EtO, and that another 70,000 are incidentally 
exposed. Of these, over 62,000 of the directly exposed, 
and 25,000 of the incidently exposed workers are hospital 
employees, and the great bulk of the remaining exposed 
workers are employed by firms engaged in manufacturing 
medical devices. Preamble to OSHA's Final Standard, 49 Fed. 
Reg. 25734, at 25767 (June 22, 1984) (hereinafter cited as 
"Preamble at "). A copy of the Preamble appears in the 


Appendix ("App. "), beginning at page 427. 


3/ Eto exposure is a less severe problem in the 
chemical industry. Because ethylene oxide is highly explosive 
and reactive with other chemicals, the plants that manufacture 
and use EtO generally do so in closed, automated systems. As 
a result, few workers are chronically exposed to high dose 
levels. Nevertheless, workers in these facilities are at 
times exposed as a result of Leakage caused by poorly main- 
taine equipment and other sources of intermittent, high-dose 
exposures. 








gas is fully vented -- and this is difficult to accomplish 
because EtO is heavier than air and tends to "cling" to the 
sterilized material -- workers operating the sterilizing 
equipment will pe exposed, for short periods of time, to the 
residual gas -- often at very high dose levels. This type of 
exposure typically occurs when the sterilizing unit is unloaded, 
which is done manually. Moreover, because EtO clings to 
freshly-sterilized equipment, it "“off-gases" for long periods 
of time. For this reason, some employers place newly sterilized 
equipment in "aerators," which help purge the sterilized 
material of EtO, and thus workers face the risk of high 
exposures only in the brief period -- generally just three or 
four minutes -- it takes to transfer the material from the 


sterilizer to the aerator. See, e.g., App. 507. But many 


employers, including many hospitals, place the newly-sterilized 


equipment in storage areas, not aerators, and employees who 
work in or uear these areas are also exposed to significant 
quantities of EtO. Exposure also occurs as a result of leaks 
in sterilizer equipment or gas lines, poor or inadequate 
ventilation, faulty sterilizing equipment, or the failure to 
educate workers on the safe use of the equipment. 

At the time that the petition was filed, the scientific 
evidence, although not as conclusive as it is today, estab- 
lished that EtO was both a potent carcinogen, causing leukemia 
and other cancers in humans and animals at exposure levels well 


below the existing OSHA 50 ppm standard, and a potent mutagen, 
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causing serious and perhaps irreversible chromosome damage 
in workers intermittently exposed to even low levels of Eto. 
In light of this evidence, the petition requested OSHA to 
reduce the permissible exposure level immediately to l 

ppm, and to impose a short-term exposure limit, which would 
prohibit exposures exceeding 10 ppm for any fifteen minute 
segment of the workday. 

In this respect, it is important to recognize that a 
permissible exposure limit ("PEL"), expressed as a time- 
weighted average ("TWA"), and a short-term exposure limit 
("STEL"), address different concerns. A PEL sets a limit on 
the cumulative exposures an employee may receive in one day. 


Thus, brief, high-level exposures are not regulated by a PEL, 


except if the exposure is so high that it would bring an 


employee's average exposure over the daily TWA limit. In 
marked contrast, a STEL is designed to protect employees from 
short-duration, high-dose exposures. Because of the exposure 
patterns relating to EtO, and the adverse health effects 
associated with short-duration, high-level exposures, the 
petition sought the imposition of both a lower PEL and a STEL. 
In view of the gravity of the risks posed by EtO expo- 

sure, Public Citizen Health Research Group and the American 
Federation of State, County and Municipa] Employees filed an 
action in the United States District Court of the District of 


Columbia in late September 1981, challenging OSHA's failure to 
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act on their petition. After extensive proceedings, the 
district court granted plaintiffs‘ motion for summary judgment 
on January 5, 1983, and ordered OSHA to issue an emergency 
temporary standard within twenty days. 554 F. Supp. 242 
(D.D.C. 1983) .4/ 

OSHA promptly filed an appeal and moved for a stay of 
the district court's order pending appeal, which this Court 
granted. After expedited briefing and argument, this Court 
(per Chief Judge Robinson, Judge Wilkey and Judge Ginsburg) 
issued a decision on March 15, 1983, significantly modifying 
the district court's order. Public Citizen Health Research 
Group v. Auchter, 702 F.2d 1150 (D.C. Cir. 1983) (per curiam). 


The Court first overturned the district court's decision 


requiring the issuance of an emergency standard, concluding 


that while the record might well support a determination by 
OSHA to issue an emergency standard, it did not support a 
judicial determination to compel the issuance of such a 
standard. However, the Court found that in light of the 
"significant risk of grave danger" posed by ethylene oxide, 
OSHA's failure to promptly promulgate a permanent standard 
warranted the Court's intervention. Accordingly, the Court 
ordered OSHA to publish a proposed rule within thirty days, 


and made it clear that it expected OSHA "to bring this matter 


4/ The other petitioners in this action were added as 
plaintiffs in that action after it was filed. See 554 F. Supp. 
at 243 n.l. 








to a close within a year." Id. at 1154 & n.12. In so ruling, 
the Court reasoned that the additional year and a half 

delay in regulating EtO then contemplated by OSHA was "simply 
too long given the significant risk of grave danger EtO poses 
to the lives of current workers and the lives and well-being 
of their offspring." Id. at 1157. 

B. OSHA's Proposal 

In accordance with the Court's instructions, OSHA published 
a proposed rule on April 21, 1983, which stated that OSHA was 
considering the promulgation of al ppm PEL. The proposal 
also made it clear that OSHA was considering the imposition of 
a STEL, "ranging from 5 to 50 ppm for 30 minutes or less." 48 
Fed. Reg. 17283, 17284 (April 21, 1983). The proposal canvassed 
the available evidence on EtO which suggested that EtO posed 
a serious cancer risk, id. at 17288-90; that "the excess in 
spontaneous abortion among sterilizing staff exposed to EtO 
may have resulted from one short-term peak exposure per day," 
id. at 17290; and that there is a "statistically significant 
increase in the number of chromosome aberrations" in exposed 
workers, id. at 17292. OSHA announced that it would hold 
a public rulemaking hearing on EtO in July 1983. 

At the July 1983 hearing, considerable attention was 
focused on the need for a STEL. Proponents of a STEL relied 
on both the several studies linking the sort of short-term, 
high-dose exposures that are commonplace in hospitals and the 


health care field to chromosome damage and spontaneous abortions 
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in humans, as well ~s a wide range of animal studies which had 
shown the same adverse effects. They also contended that a 
STEL would help reduce the cancer risk, which could not be 
reduced to acceptable levels without a STEL.2/ Opponents 
of a STEL argued that the principal human studies on chromosome 
damage and spontaneous abortions were flawed, and could not 
support the issuance of a STEL, and also contended that a 
STEL might place too hich a financial burden on some segments 
of the affected industries. The time period for filing 
post-hearing comments erded on September 19. 

Although the need for a STEL was a essed by some 


of OSHA's witnesses at the hearing, a major controversy 


5/ Proporents of the STEL placed principal reliance 


on three studies. First, they cited a study by Dr. Hemminki, 
which found a three-fold increase in the spontaneous abortion 
rate among hospital sterilizer staff. Exposures usually 
occurred once a day, “en the door to the sterilizer was 
opened, and were of twenty minutes' duration and at concen- 
trations of 5-20 ppm. Overall, however, exposures were 
estimated to be 0.1 to 0.5 ppm calculated as an 8-hour TWA 
[Ex. 6-7]. Second, proponents cited studies by Johnson & 
Johnson, which found highly elevated rates of sister chromatid 
exchanges (serious chromosome damage, in which the DNA 
actually exchanges strands of genetic material, see Preamble 
at 25744-48) among sterilizer employees exposed to short-term 
bursts of EtO. Again, the 8-hour TWA for the exposed workers 
was well below 1 ppm. As a result of these studies, Johnson 
& Johnson imposed a STEL for its workforce of 10 ppm for any 
15-minute work period [Ex. 137A]. Third, they relied on a 
study by Dr. Yager, which similarly demonstrated a high 
frequency of sister chromatid exchanges among sterilizer 
workers exposed to high peak concentrations of EtO. Dr. 
Yager reported that the mean concentration was 82 ppm averaged 
over 3.5 minutes. Assuming no other EtO exposures, this 
translates into an exposure rate of 19 ppm for 15 minutes, or 
0.6 ppm as an 8-hour TWA, which is well within the 1 ppm PEL 
in the final standard [Ex. 6-15]. 
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developed over OSHA's handling of the EtO hearing, particularly 
the STEL question. According to testimony before a House 
Subcommittee, in mid-June 1983 -- barely a month prior to 
OSHA's EtO hearing -- Dr. Arlin Voress, a Union Carbide 

offical aad Chairman of the Ethylene Oxide Industry Council 
("EOIC"), a major industry trade association, had an off-the- 
record meeting to discuss EtO with Dr. Leonard Vance, Director 


of OSHA's Health Standards Program. Hearings on the Use and 


Control of Ethylene Oxide Before the Subcomm. on Labor Standards 


of the House Comm. on Education and Labor, 98th Cong., lst 
Sess. 243 (November l, 1983). At Dr. Vance's request, Dr. 
Voress also met with Dr. Robert Beliles, Director of Carcinogen 
Standards, and leader of OSHA's EtO regulatory team, to 
discuss EtO. Dr. Voress told Dr. Beliles that while the EOIC 
had no objection to the 1 ppm standard, a "ceiling (i.e. a 
STEL] would be a problem" and ould be opposed by EOIC and its 
members. Id. at 244-45. Dr. geliles provided a memorandum of 
this meeting for the rulemaking record; no such record of Dr. 
Vance's meeting was provided. Id. Moreover, Dr. Vance 
testified that he had no recollection of the substance of his 
meetings with Dr. Voress, although he conceded that he had met 
with Dr. Voress a number of times. Id. at 246. Dr. Voress 
furnished the Subcommittee with a letter confirming that he 
met with both Dr. Vance «nd Dr. Beliles, and that the EtO 


rulemaking was discussed, but he provided only the most general 
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description of the actual substance of the meetings. Id. at 


265.8/ 

Dr. Vance's meeting with Dr. Voress assumes particular 
importance in light of subsequent events. Dr. Beliles tes- 
tified that, until Dr. Vance's meeting with Dr. Voress, the 


risks of high short-term exposure was [sic] always 
considered important by the [OSHA EtO] team and 

other agency scientists. . . . It was not until 
mid-June that you [Dr. Vance] indicated any concern 
related to the incorporation of a STEL or ceiling into 
the final standard. Only on July 22, 1983 while the 
hearing was in progress did you indicate to me that I 
was not to ask questions which would lead to incor- 
poration of a STEL or a ceiling in the final standard. 


14. at 237. 


One other witness testified that Dr. Vance took additional 
measures to frustrate the development of a STEL. Dr. Peter 
Infante, Director, Carcinogen Identification and Classification, 
and EtO Team Epidemiologist, was brought into the EtO team to 


examine the Hemminki study and the human reproductive effects 


6/ To gain further insight . the topics discussed 
by Dr. Vance and Dr. Voress, and wv determine whether 
other, similar meetings had taken place, the Subcommittee 
requested Dr. Vance to permit the Subcommittee to examine 
the extensive logs Dr. Vance apparently kept of his meetings 
and discussions with persons outside the agency. Athough 
Dr. Vance ultimately agreed to turn these logs over, he 
never did so. According to Dr. Vance, he placed the logs in 
the back of his pickup truck, intending to bring them into 
Washington. However, during a hunting trip, his dogs 
vomited on the logs, and Dr. Vance determined that they 
could not be salvaged. See The Washington Post, March 
27, 1984 (Federal Page). 
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of EtO. Id. at 226. Dr. Infante testified that the Hemminki 
study 


demonstrated an excess, a significant excess, 

of spontaneous abortion [among exposed hospital 
workers]. And that the mode of exposure... was 
one from peak exposures to ethylene oxide. So if 
one is concerned about the potential risk of 
spontaneous abortion from that study, the dose 

among hospital personnel was received in terms of 
short-term bursts. On the basis of that information, 
it was my opinion that this [a STEL] is s mething 
that OSHA should seriously entertain. 


Id. at 227. Dr. Infante testified that because of his concern 
about the association between EtO and spontaneous abortion, he 
instructed his staff to conduct a quantitative risk assessment 
to evaluate the risk associated with spontaneous abortion. 

Dr. Infante observed that if a STEL was included in the final 
standard, a risk assessment would help demonstrate that a STEL 


‘was needed to reduce a “significant risk" to exposed workers, a 


requirement imposed by the Supreme Court's decision in the 


Benzene [Industrial Union Department, AFL-CIO v. American 
Petroleum Institute, 448 U.S. 607 (1980)] case. Id. at 228-29. 


However, Dr. Vance countermanded Dr. Infante's instructions 
and ordered the staff not to prepare the assessment. Id. at 
229-36. Ultimately, the absence of this risk assessment was 
viewed by many opponents of a STEL, particularly OMB, as a 
fatal flaw in the record. 

In spite of this Court's unmistakable directive that OSHA 
complete the rulemaking within one year, by March 1984 it 


became clear that OSHA would not meet the deadline. To avoid 
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litigation over the propriety of OSHA's delay, the parties to 
the prior lawsuit, which was kept open until a final decision 
was issued on the STEL, entered into a stipulation requiring 
OSHA to complete its rulemaking responsibilities by June 15, 
1984. In the event that OSHA thought it might not meet the 
June 15 deadline, it was required to notify plaintiffs as soon 
as that possibility arose. The district court approved the 
stipulation on April 17, 1984 (App. 6), but the plaintiffs 
never received any notification by OSHA that there would be a 


delay in the completion of the standard. 


C. OSHA's June 14th Decision and OMB's Intervention 


By June 14th, OSHA had completed a final version of its 
standard, which was ready for issuance the next day. Given the 
timing, it is apparent that both the Assistant Secretary of 
Labor for Occupational Safety and Health and the Secretary of 
Labor had signed-off on the document, although it had not been 
released to the public. That document, which was modified 
substantially in the next twenty-four hours for reasons 
discussed below, included provisions for a l ppm PEL, and a 10 
ppm 15-minute STEL. OSHA's justifications for the 1 ppm PEL 
remained unchanged in the final standard and were published 
without revision in the Preamble. However, OSHA deleted all 
references to the STEL in the final standard. It is the 
deletion of the STEL that forms the basis of petitioners’ 
challenge. Accordingly, petitioners will discuss at some 


length OSHA's justification in its June 14th document for 
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including a STEL, which is set forth in its entirety in the 
Appendix at pages 12-414. 

OSHA concluded that the imposition of a STEL was necessary 
for three principal reasons. First, it noted that a l ppm 
PEL would not, in itself, reduce the cancer risk posed by EtO 
to acceptable limits. OSHA's Preamble to the final standard 
concluded on the basis of numerous human and animal studies 
that EtO is a carcinogen in animals and a likely carcinogen 
in humans. Thus, OSHA justified the imposition of a 1 ppm 
8-hour TWA limit primarily to reduce the cancer risk to 
exposed workers, and stated that its decision not to impose 
an even lower PEL was based on feasibility grounds, since the 
health effects data would support an even lower 8-hour TWA 
limit. Preamble at 25773. Indeed, OSHA acknowledged that 
the 1 ppm limit would not bring the cancer risk below the 
risk level OSHA considers significant. Preamble at 25765; 
June 14th Document at 167, 216-18, App. 178, 227-29. On the 
contrary, OSHA observed that while its 1 ppm PEL "will sub- 
stantially reduce the significant [cancer] risk associated with 
current EtO exposure," that limitation alone is inadequate 
because "an excess EtO-related cancer mortality risk of 12 to 23 
deaths per 10,000 workers persists even at the 1 ppm 8-hour TWA 
level." June 14th Document at 217; App. 228; see also Preamble 
at 25764-65. Thus, OSHA concluded that a STEL was needed to 
further reduce the cancer risk to exposed workers, and that 


"compliance with a 10 ppm, 15-minute STEL will significantly 
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augment the employee protection provided by the 8-hour TWA." 
June 14th Document at 218, App. 239.1 

OSHA's second justification for the STEL was to 
protect against the risk of serious chromosome damage posed 
by EtO. This concern assumes critical importance in light 
of OSHA's observation that 


since the mechanism of EtO's genotoxicity [DNA-damaging 
properties] may well be its method of cancer induction 
as well, controlling short term exposures might provide 
additional protection from the cancer risk, over and 
above that which would result from reducing the total 
EtO dose [through the PEL]. Evidence in the record 
clearly demonstrates that the control of short term peak 
exposures is both the most reliable and effective method 
of ensuring that 8-hour TWA exposures are as low as 
possible. 


June 14th Document at 217, App. 228. Accordingly, OSHA 
determined that it would be prudent to control the short-term, 


high-dose exposures to protect against chromosome damage and 


wa 


thereby provide an added measuré¢ of protection against the 
cancer risk. June 14th Document at 217, App. 228. 

The published Preamble to OSHA's final standard reviews 
most of the studies which demonstrate that EtO causes chromosome 


damage in humans. Preamble at 25744-48.8/ What OSHA deleted 


7/ OSHA's estimate of the residual cancer risk at 
l ppm is one of the lowest in the record. Indeed. the Ethylene 
Oxide Industry Council, one of the principal trade associations, 
calculated a far higher residual excess risk of "18 to 79 
[cancer] deaths per 10,000 for on-the-job exposures of 1 ppm, 
approximately 1.5 to 3.3 times higher" than OSHA's estimate. 
Preamble at 25757. OSHA itself recognized that its estimate of 
residual risk might be too low, and expressly cautioned "that 
the risk may be approximately five times larger” than that 
projected. Id. at 25763. 


8/ Thus, for example, OSHA's Preamble noted that 
the "two studies by Pero et al. indicate that exposure to EtO 
at average levels as low as 0.5 ppm can cause alterations in 
the genetic material of human cells, including significant 
increases in chromosomal breaks and aberrations." Preamble at 
25745. 
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from the final version, however, is of critical importance 
because it demonstrates that in OSHA's view, the only effective 
way to protect against genetic harm is through a STEL. Indeed, 
OSHA deleted virtually the entire section in the Preamble 


entitled "Exposure Levels Associated With EtO-Induced Human 


Cytogenic Effects." Compare June 14th Document at 68-72, 


App. 79-83; with Preamble at 25747. In that section, OSHA 
discussed the findings of the Yager and the Johnson & Johnson 
studies, both of which had found serious chromosome damage 
among workers exposed to short-term doses of EtO. While some 
of the discussion of the health effects was left intact, OSHA 
nonetheless deleted most of the material indicating the nature 
and duration of the exposures. All that OSHA left in the 
Preamble was its observations concerning Yager's study that 
"short-term breathing zone EtO exposures for these workers 
were rigorously characterized” and that "(flor 30 observations 
of short-term exposure, [in the workers found to have serious 
chromosome damage], the mean concentration of EtO was found to 
be 82 ppm averaged over 3.5 minutes." Preamble at 25746-47. 
Measured over an 8-hour period, these exposures would fall 
well below a l ppm TWA, and thus be permitted under OSHA's 
final standard. But OSHA deleted its conclusion that the 
Yager study demonstrated that “changes in the genetic material 
can occur in man when relatively short exposures (4 minutes at 


19 ppm) occur." June 14th Document at 69, App. 80. 
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OSHA also excised most of its discussion of the Johnson & 
Johnson study, which found chronosome damaee amona a number of 
workers and concluded that “the time-weighted average (TWA) 
of EtO in the atmosphere may not truly reflect what may be a 
more important exposure in terms of chromosome effects, i.e., 
transient high levels (‘peak' levels).” June 14th Document at 
71, App. 82. OSHA also deleted its conclusion that: 


a cytogenetic response was demonstrated in {[Yager's] 
study and in the Johnson & Johnson Chromosome Surveil- 
lance Project among workers with short term EtO exposures 
that would result in 8-heur TWA exposures below 1 ppm. 
As discussed in Yager’ stimony [Ex. 21-3] and the 
Johnson & Johnson submi: „ion [Ex. 137], OSHA believes 
that the observed cytogenetic effects in humans are 
associated with short-term occupational exposures. 
OSHA therefore finds that EtO's cytogenetic response 
provides a strong qualitative basis for establishing a 
short-term exposure limit. 


June 14th Document at 71-72, App. 83. Thus, it is clear that 
as of June 14 OSHA was unwavering in its view that a STEL is 
essential to protect against the danger of serious genetic 
damage to workers exposed even briefly to EtO. As OSHA 
explained, “(t]he establishment of a 1 ppm TWA alone may not 
be sufficient to reduce the incidence of these [cytogenetic] 


effects." June 14th Document at 166, App. 177.9/ 


9/ portions of OSHA's Preamble that were not deleted 
adequately summarize the relationship between human cytogenetic 
effects and health impairment. See Preamble at 25747-48. As 
noted above, OSHA concluded that there is a likely link between 
genetic damage and cancer. Moreover, an OSHA witness at the EtO 
hearing testified that there is also a link between genetic 
damage and, inter alia, behavorial anomalies, spontaneous 
abortions, congenital anomalies, and diseases with chromosomal 
anomalies. Id. at 25747. 
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OSHA also concluded that a STEL was needed to reduce 
the risk of sponcanzous abortions and other reproductive 
damage. Again, while much ož esah"'s discussion of the effects 
of EtO on the reproductive system was reproduced intact in the 
Preamble at pages 25748-52, OSHA removed all of the discussion 


which made it clear that spontaneous abortions were linked 


J 


to short-term exposures and that a STEL was essential to 
reduce these risks to acceptable levels. June 14th Document 
at 83-84, App. 94-95. The chief study showing a relationship 
between EtO and spontaneous abortions is Hemminki's study of 


Finnish hospital workers, which is discussed at length in the 


oa 
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Preamble at 25749-50. Petitioners do not contest the discussion 
of this study; on the contrary, petitioners endorse OSHA's 
conclusion that the Hemminki study, taken in combination with 
the animal data demonstrating EtO's adverse effects on the 
reproductive system, provides "sufficient gualitative evidence 
. . . to indicate that EtO poses a reproductive hazard for both 
men and women." Preamble at 25752. What is critical, however, 
is that OSHA deleted from the Preamble the following key 
passages from its description of the study, which indicate 
that the source of the problem is not cumulative, daily 
exposures, but rather short-term exposures: 

[e] xposures to EtO between 1976-1981 in Finnish 

hospitals [studied by Hemminki] were estimated to 

be 0.1 and 0.5 ppm TWA, with the highest recorded 

peak reaching 250 ppm. . . . Exposures were 

further characterized by Hemminki in a letter to 


OSHA [Ex. 6-8] as being of 20 minutes' duration, 
at concentrations of 5 to 20 ppm of EtO. Hemminki 
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also indicated [Tr. 783] that exposures usually 

occurred only once a day when the sterilizer door 

was opened at the end of the cycle {Ex. 29]. 
June 14th Doccoment at 83, App. 94. OSHA also deleted other 
information relating to exposures, including that "[i]ndependent 
measurements of EtO concentrations in Finnish hospitals taken 
since 1976 show that EtO is usually detected when the sterilizing 
chamber is opened. For about twenty minutes thereafter the 
average concentration of EtO is between 5 and 10 ppm. At 
other times, the concentration is usually below 1 ppm." June 
14th Document at 84, App. 95. 

Thus, as of June 14th, OSHA's conclusion was that “the 
study by Hemminki and coworkers [Ex. 6-7] shows an increased 
frequency of spontaneous abortion among sterilizer operators 
whose EtO exposures consisted of short-term excursions." June 
14th Document at 222, App. 233. Nonetheless, OSHA's Preambie 
discussion of the reproductive hazards associated with EtO was 
modified to gloss over the key point highlighted in OSHA's 
June 14th document -- that spontaneous abortions have been 
linked to short-term exposures of the kind that are entirely 
uncontrolled by an 8-hour TwA.10/ 


poue eames 


10/ fn other deleted sections of the Preamble, OSHA 
noted that both employee and industry representatives -- 
including labor unions, Johnson & Johnson, Texaco, Shell, and 
various hospitals -- supported a STEL, and that OSHA was 
modeling the provision on Johnson & Johnson's self-imposed 
STEL, which had been in effect for several years. June 14th 
Document at 225-28, App. 236-39. OSHA also noted that NIOSH 
strongly advocated an even lower STEL than the one adopted by 
OSHA, i.e., a STEL of 5 ppm for ten minutes (Tr. 314-15), 
Testimony of Richard Lemen, Director, NIOSH Division of 
Standards Development. June 14th Document at 225, App. 236. 
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OSHA further noted that a STEL would not only be techno- 
logically and economically feasible, but that the costs 


associated with a STEL would be minimal, since the control 


technology needed to bring employers into compliance with the 


1 ppm PEL would necessarily control peak exposures as well. 
Thus, OSHA estimated that the total annualized cost of the 
STEL was barely one million dollars for all affected industrial 
sectors, which would be spread among literally thousands 
of employers. Moreover, OSHA determined that most of the 
over 6,200 hospitals with EtO sterilizers would incur an 
annual cost of only about $ 260 per directly exposed employee 
in complying with the standard, including the STEL. June 
14th Document at 172-73, App. 183-84.11/ 

In the June 14th document, OSHA summed up the need for 
a STEL as follows: 


the STEL is based upon a confluence of circum- 
stances, including the nature of the health © 
effects, the significance of the cancer risk, 

the nature of intermittent exposures in the 
affected industries, and the practical utility 

of the STEL as a control strategy as demonstrated 
by current industrial hygiene practice. It is 
the cumulative effect of all of these factors 
that leads OSHA to conclude that a STEL is 
appropriate and necessary. 


June 14th Document at 231, App. 242. 


11/ as OSHA pointed out, one reason why this estimate 
is so low is that many hospitals, medical device manufacturers, 
and major industrial users of EtO have already reduced exposure 
levels to the point where they would be in compliance with a 1 
ppm TWA. Indeed, according to a survey conducted by the Ameri- 
can Hospital Association, 40% of the hospitals participating 
had exposure levels at or below a l ppm TWA [Ex. 11-115]. June 
14th Document at 174, App. 185. 
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Despite tnis conclusion, the final Eto standard sent 
to the Federal Register on June 15th did not contain a STEL. 
The reason that the STEL was deleted is clear: on June 14th 
OMB transmitted a letter from Christopher DeMuth, OMB's 
Administrator for Information and Regulatory Affairs, to 
Francis X. Lilly, the Solicitor for the Department of Labor, 
objecting to several features of the June 14th document (App. 
415). Although Mr. DeMuth's letter first asserts that OMB's 
review of the EtO standard had been ongoing for "several 
weeks," nothing relating to that review was added to OSHA's 
rulemaking docket. The letter then states that "we have 
concluded that the rule is inconsistent with the policies of 
Executive Order 12291. We are therefore submitting these 
views in accordance with Section 3(f)(2) of the Executive 
Order, and ask the Department to respond as required by Section 
3(£)(2) or Section 8(a)(2) of the Order (as appropriate given 
whatever time is or may be made available under the court 
stipulation)." While OMB raised a number of objections, it 
concentrated much of its fire on the STEL provision, arguing 
that the STEL was not justified on cost-benefit grounds, that 
the STEL, like the PEL, embodied an improper and needlessly 


expensive preference for engineering controls as opposed to the 


use of respirators, that the STEL is not adequately supported by 


the health effects data, and that OSHA failed to quantify the 


risks that were to be addressed by the STEL (App. 419-21). 
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D. The Final Round 

In response, and in the face of its contrary findings, 
OSHA did what it was told: it dropped the STEL provision and 
all references to it from the final standard, and excised from 
the Preamble all material that would support the neec for a 
STEL. OSHA acknowledged that its decision was based “largely 
in response to reservations expressed" by OMB. Preamble at 
25775. Indeed, OSHA's decision to drop the STEL provision was 
so sudden that there was not adequate time to produce a clean 
copy of the standard, and the copy submitted to the Federal 
Register is the June 14th document, with the deletions simply 
blacked out. In an obvious effort to buy time, OSHA announced 
in the Federal Register notice that it was going to embark on 


yet another round of rulemaking which would focus solely on 


the STEL. Id. While OSHA set no deadline for the completion 


of this proceeding, it did note that it expected to conclude 
the proceeding within six months. Id. 

Shortly after the publication of OSHA's final rule, the 
plaintiffs returned to the district court to seek enforcement 
of the April 17 stipulation, which required OSHA to complete 
its rulemaking responsibilites by June 15. Plaintiffs contended 
that OSHA's failure to act on the STEL violated the stipulation, 
and further argued that the additional rulemaking proceeding 
was a sham, in light of the fact that the issues relating to a 
STEL had been explored fully during OSHA's rulemaking. 


At a hearing held on August 23, the district court empha- 
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sized its dismay at on dilatory action, terming as 


"atrocious" the agency's handling of this matter (Tr. at 32). 
While the court declined to interfere with OSHA's proceeding, 
it entered an Order which reflected OSHA's representation that 
it would make every effort to complete the proceeding by 
December 17, and required OSHA to keep plaintiffs and the 
court apprised of the progress of the proceeding (App. 8-11). 

OSHA's first step in the renewed STEL proceeding was to 
send the relevant materials to members of the National 
Advisory Committee for Occupational Safety and Health 
to solicit their views. OSHA also requested comments from 
other government agencies, industry groups, and the general 
public. Predictably, because, as OSHA has conceded all along, 
no new studies or evidence bearing on the STEL had been 
produced, most of the comments simply restate the arguments 
that were raised during the initial hearing process (App. 
545). However, there are three documents that were submitted 
to OSHA as a result of this proceeding which merit particular 
attention. 

First, the National Institute for Occupational Safety 
and Health ("NIOSH") filed comments that underscored the 
"importance of a short term exposure limit in terms of actual 
workplace exposures documented during the EtO rulemaking 
process, basic principles of industrial hygiene, and the 
body of data collected as a result of experiments with animals 


and studies of humans exposed during their work" (App. 504). 
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NIOSH's comments on OMB's objections are particularly important, 


since they refute point-by-point each of OMB's concerns (App. 504- 


515). Moreover, in its conclusion, NIOSH stressed that: 


Based on a review of the EtO rulemaking record, 
OMB's concern regarding inclusion of a short term 
exposure limit in the ethylene oxide standard 
appears to conflict with the substantial scientific 
evidence collected by OSHA. NIOSH once again urges 
OSHA to require a short term exposure limit to 
restrict excessive worker exposure to ethylene oxide. 


(App. 515). 

Second, the National Institute of Environmental Health 
Sciences ("NIEHS"), which had not participated earlier, also 
urged OSHA to include a STEL to protect workers (App. 
517-22). NIEHS stated in its summary: 


Available exposure data demonstrate that steri- 
lization workers are exposed to low TWA ethylene oxide 
levels but may experience elevated short-term 
exposures. These data also show high short-term 
levels even when the 1 ppm TWA is met. 


Epidemiologic data among sterilization workers 
are suggestive of increased cancer and reproduc- 
tive risks. While the epidemiologic data are 
not as definite as desired, their consistency 
and concordance with available bioassay data 
{i.e., animal data] support the conclusion of 
excess risk among these workers. The SCE 
{sister chromatid exchange, a form of chromosome 
damage] data taken in conjunction with the 
epidemiological data are consistent with 
the conclusion that short-term EtO levels must 
be controlled. ... 


(App. 521). 


Lastly, and perhaps most important, OSHA's entire EtO 
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team -- all of the scientists, health professionals, and even 
the lawyer who had worked on the standard -- signed a memoran- 
dum, which was drafted after their review of all of the 
comments, which concluded that "no new significant information 
has been provided by parties opposing adoption of a STEL for 


EtO as a result of the extended rulemaking," and that nothing 
the team had reviewed “would require the Agency to change the 
conclusion reached in the draft final standar dated June 14, 
1984" (App. 523). Moreover, the memorandum went through each 
of OMB's concerns, and explains in detail why they are not 
well-founded (App. 524-35). And finally, the memorandum states 


that "[i]f the decision is made to go along with OMB's reser- 


vations and not to promulgate a STEL, the Agency's June 1984 


evaluation will need to be changed without having any new 


substantive information to support such a change in position” 
(App. 534-35). 

In spite of the unanimous recommendation of its scientific 
staff, and the recommendations of the two government scientific 
agencies to reconsider the need for a STEL, OSHA decided, in 
the language of its staff, to "go along with OMB's reservations 
and not to promulgate a STEL." OSHA's memorandum of December 19, 
1984, announcing that decision restated the arguments raised in 
support and in opposition to the STEL, and ultimately concluded 
that a STEL is not required, largely because of concerns over 
the adequacy of the data relating to the health effects 


associated with a STEL (App. 536-49). 
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SUMMARY OF ARGUMENT 

It is well-settled that in reviewing standards promulgated 
by OSHA, courts are to ensure that the legal analysis employed 
by OSHA was correct, that OSHA's factual determinations are 
supported by substantial evidence, and that its policy decisions 
are consistent with the dictates of the statute and are not 
arbitrary and capricious. Here, there are two grounds for 
setting aside OSHA's decision to delete the short-term exposure 
limit from its final standard. 

1. OSHA's decision to delete the STEL is neither supported 
by substantial evidence, nor consistent with OSHA's primary 
mission, which is to “assure as far as possible every working 
man and woman in this Nation safe and healthful working conditions." 
29 U.S.C. § 651(b). OSHA decided to impose more stringent 
workplace standards for EtO in order to protect employees from 
three distinct health risks: the cancer risk, the danger of 
genetic damage (which may be a precursor to cancer), and the 
risk of spontaneous abortions and other reproductive problems. 
The evidence that a STEL is needed to achieve those goals is 
overwhelming, yet the STEL was deleted from the standard. 

Because of this abrupt reversal of agency position, this 
Court should view OSHA's justifications for not promulgating 
a STEL with particular care. Indeed, no deference is warranted 
here because the decision to delete the STEL was made by 
OMB and not OSHA, the agency with technical expertise in 
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Measured under any standard, however, OSHA's failure 
to promulgate a STEL does not pass muster. The 1 ppm PEL, 
on its own, does not adequately protect workers. OSHA 
acknowledges that even with a l1 ppm PEL standard in place, 
"significant risk" of cancer remains. OSHA also concedes 
that the chromosome damage and spontaneous abortions 
that have been linked to EtO exposure occur as a result cof 
brief exposures to EtO, which translate into 8-hour exposures 
well below a l1 ppm TWA, and thus are left unregulated by the 
final standard. Accordingly, nothing in OSHA's final 
standard will restrict precisely the sort of exposures which 
OSHA has concluded caused the chromosome damage to workers 
in the Yager and Johnson & Johnson studies and the highly 
elevated spontaneous abortion rates found among the workers 
studied by Hemminki. As a result, OSHA's deletion of the 
STEL condemns over 100,000 hospital and health care workers 
to continue to be subjected to the risks of cancer, serious 
genetic damage, spontaneous abortions and other reproductive 


problems. 


OSHA's initial decision to include a STEL was compe.led 


both by the evidence before the agency, and by the OSH Act, 
which requires OSHA “to set the standard which most adequately 
assures, to the extent feasible . . . that no employee will 
suffer material impairment of health." Once OSHA concluded that 
the STEL was feasible and essential to adequately protect 
workers, it had no option under the Act but to include a STEL in 


the final standard. 





2. In removing the STEL from the final standard, the 
Secretary of Labor improperly abdicated his decision-making 
responsibility to OMB. As the history of this proceeding 
demonstrates, after careful deliberation, the Secretary deter- 
mined that a STEL was needed to assure exposed employees adequate 
protection. OSHA's scientists unanimously recommended the 
inclusion of a STEL in the final standard, and it is clear that 
the top policy officials throughout the Department of Labor 
concurred in that decision. After the rulemaking process had 
run its course, OMB objected to the STEL -- principally on the 
ground that the STEL was not cost-effective -- and the Department 
removed it from the final standard. 

There can be no question that Congress assigned the 
responsibility for developing occupational and safety standards 
to the Secretary of Labor -- not to OMB. The Occupational 
Safety and Health Act vests authority in the Secretary of 
Labor to promulgate standards. It does not mention OMB, much 
less empower it to override OSHA's determinations as to 
what is necessary to protect the health of workers. 

By abdicating to OMB and deleting the STEL from the 
final standard, respondents impermissibly deviated from the 
course established by the Act. Under the Act, once the Secretary 
makes a determination that a standard is needed to safeguard 
workers and that it is technologically and economically feasible, 
he is bound to act. The statute does not permit any official 


-- including the Director of OMB -- to override the Secretary's 


determination, and it plainly does not permit the Secretary to 


simply surrender his decision-making responsibility. 
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Executive Order 12291 does not justify respondents’ 
abdication of decisional authority to OMB. First, the 
Executive Order cannot override Congress’ judgment that a 
specific statutory responsibility should be carried out by a 
particular office-holder, especially where the office-holder 
has been assigned a decision-making role by Congress because 
of his agency's technical expertise and institutional 
competence. That is precisely the case here. Moreover, the 
Executive Order, which requires agencies to engage in 
cost-benefit analysis to the extent permitted by law, cannot 
properl: be applied to OSHA, since the OSH Act forbids 
application of cost-benefit principles in formulating 
worker protection standards. Accordingly, since OMB forced 
the Secretary to delete the STEL on the basis of impermissible 


factors, the decision to remove the STEL must be set asile. 


ARGUMENT 


THE COURT SHOULD CAREFULLY REVIEW 
OSHA'S DECISION TO DELETE THE STEL. 


A. The Standard of Review. 

The legal standard to be applied in this case is well- 
established. In reviewing regulations promulgated under the 
Occupational Safety and Health Act, a court may sustain 
OSHA's factual determinations only if they are “supported by 


substantial evidence in the record as considered as a whole." 


29 U.S.C. § 655(f£). See Industrial Union Department, 


AFL-CIO v. Hodgson, 499 F.2d 467, 472-77 (D.C. Circ. 1974)3 


Synthetic Organic Chemical Manufacturers Ass'n v. Brennan, 
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503 F.2d 1155 (3rd Cir. 1974), cert. denied, 420 U.S. 973 
(1974) ("SOCMA I"); American Iron and Steel Institute v. OSHA, 
577 F.2d 825 (3rd Cir. 1978), cert. dismissed, 448 U.S. 917 
(1980). 

Since OSHA's determinations are based on what are 
essantially informal rulemaking proceedings, see 29 U.S.C. 
§ 655(b), the courts have recognized that, in standard 


setting, OSHA is also called upon to make legislative-like 


policy judgments. See, e.g., Industrial Union Department, 
AFL-CIO v. Hodgson, supra, 499 F.2d at 474. As to these 


aspects of OSHA's standards, tne courts have made certain 
that OSHA's determinations (1) are consistent with the Act's 
statutory language and purpose, id.; SOCMA I, 503 F.2d at 
1160; (2) were arrived at "in a manner reasonable under the 
state of the record," see, e.g., American Petroleum Institute 
v. OSHA, 581 F.2d 493, 497 (Sth Cir. 1978), aff'd, 448 U.S. 
607 (1980); and (3) were carried out “in a manner calculated 
to negate the dangers of arbitrariness and irrationality in 


the formation of rules for general applicability in the 


future." Industrial Union Department, AFL-CIO v. Hodgson, 


supra, 499 F.2d at 475; see also Society of Plastics Industry 
v. OSHA, 509 F.2d 1301, 1304 (2d Cir.), cert. denied, 421 


U.S. 992 (1975). 

Accordingly, even though OSHA's policy decisions are 
entitled to some deference, the Supreme Court has repeatedly 
admonished that judicial deference “is not to shield [agency] 
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action from a thorough, probing, in-depth review." itizens 


to Preserve Overton Park v. Volpe, 401 U.S. 402, 415-17 (1971). 


Courts should not simply "“rubber-stamp the agency decision as 
correct,” Ethyl Corp. v. EPA, 541 P.2d i, 34 (D.C. Cir.)(en 
banc), cert. denied, 426 U.S. 941 (1976), but instead should 


engage in a “substantial inquiry” into the facts, an inquiry 


that is “searching and careful.” Citizens to Preserve Overton 


Park v. Volpe, supra, 401 U.3. at 416. As the Supreme Court 
recently explained: 

Normally, a rule would be arbitrary and capricious if 

the agency has relied on factors which Congress has not 

intended it to consider, entirely failed to consider an 
important aspect of the problem, offered an explanation 
for its decision that runs counter to the evidence 
before the agency, or is so implausible that it could 
not be ascribed to a difference in view or the product 
of agency expertise. 

Motor Vehicles Manufacturers Ass'n v. State Farm Mutual 

Automobile Ins. Co., 103 S. Ct. 2856, 2867 (1983). 

Here, this Court should engage in an even heightened 
level of scrutiny for at least two reasons. First, this 
proceeding has been marked by precisely the sort of abrupt 
shift in agency policy that is a “danger signal" that the 
agency may be acting in an arbitrary fashion. Public Citizen 


v. Steed, 733 F.2d 93, 99 (D.C. Cir. 1984); Farmers Union 


Central Exchange v. FERC, 734 F.2d 1486, 1499-1500 (D.C. Cir. 


vy. FCC, 707 £.24 1413, 1425 (D.C. Cir. 1983); Joseph v. FCC, 
404 F.2d 207, 212 (D.C. Cir. 1968). Second, the normal 
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reasons for according deference to agency expertise are 

entirely absent here. In this case, the expert agency -- the 
Department of Labor -- determined that a STEL was essential, but 
its decision was vetoed by OMB, which has no technical expertise 
whatsoever. Accordingly, even assuming that the final decision 
can be characterized as OSHA's and not as OMB's, the determinative 
role played by OMB in the decisional process undermines any 


basis for deferring to the expertise of OSHA. 


B. The Relevant Statutory Directives. 


The starting point for this Court's inquiry must be the 


scope of discretion vested in the Secretary of Labor by Congress. 
There is no ambiguity in the congressional purpose behind the 
OSH Act. It is a broadly conceived, remedial statute whose 
"purpose and policy" is "to assure every working man and woman 
in the Nation safe and healthful working conditions." 29 U.S.C. 
§ 651(b). This language is not mere hyperbole. As the Supreme 
Court observed in American Textile Manufacturers Institute v. 
Donovan, 452 U.S. 490, 540 (1981): 

When Congress passed the Occupational Safety and 

Health Act in 1970, it chose to place pre-eminent 

value on assuring employees a safe and healthful 

working environment, limited only by the feasibility of 

achieving such an environment. We must measure the 


validity of the Secretary's actions against the 
requirements of that Act. 


See also Ryder Truck Lines, Inc. v. Brennan, 497 F.2qa 230, 233 
(Sth Cir. 1974). 


To effectuate this general mandate, the Act places 


several explicit cbligations on the Secretary. For the 


=34- 


i * a g . 
‘ : č y i 
“8 á & x 





purpose of this action, foremost among the Secretery's 
duties is to promulgate standards that provide, to the 
extent feasible, maximum protection for employees from the 
effects of toxic materials and harmful physical agents. 
Section 6(b)(5) states: 

The Secretary, in promulgating standards dealing 

with toxic materials or harmful physical agents... 

shall set the standard which most adequately assures, 

to the extent feasible, on the basis of the best 

available evidence, that no employee will suffer 

material impairment of health or functional capacity 

even if such employee has regular exposure to the 

hazard dealt with by such standard for the period 

of his working life. 
29 U.S.C. § 655(b)(5). Under this provision, it is not 
enough for the Secretary to issue a standard which provides 
some protection from some of the effects of toxic materials 
and harmful physical agents. He must issue a standard which 
"most adequately" assures that every employee is protected, 
within the limits of economic and technological feasibility. 
See American Textile Manufacturers Institute v. Donovan, 
supra, 452 U.S. at 540. Several of the Act's other 
provisions also give effect to this policy. Section 6(a) of 


the Act directs the Secretary to promulgate standards “which 


assure the greatest protection of safety or health of the 


affected employees," within the limits of feasibility. 29 


U.S.C. § 655(a); SOCMA I, supra, 503 F.2d at 1157, 1160. 
Section 6(b)(5) requires the Secretary to set standards geared 
toward "the attainment cf the highest degree of health and 
safety protection for the employee." 29 U.S.C. § 655(b) (5) 
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(emphasis added); American Petroleum Institute, supra, 581 


F.2d at 502. And the Act is quite specific that it is the 
Secretary of Labor, and no one else, who bears ultimate 
responsibility for OSHA's actions. 

As is evident, the Act not only demands that occupational 
safety and health standards be set in a manner which maximizes 
worker protection, but it also places the responsibility 
for making decisions about the substance of OSHA's standards 
squarely on the shoulders of the Secretary of Labor. Despite 
the clarity of the statutory scheme in these regards, OSHA has 
failed to heed Congress' mandate in at least two respects. 

II. OSHA'S DELETION OF THE STEL IS AT 
ODDS WITH THE REQUIREMENTS OF THE 
OSH ACT AND IS NOT SUPPORTED BY 
SUBSTANTIAL EVIDENCE. 

In the final standard, OSHA makes it abundantly clear 
that EtO poses serious health hazards. OSHA summarizes 
its conclusions as to the adverse health effects associated 
with EtO as follows: 

The evidence suggests that EtO may cause 
cancers of the blood (leukemia), as well as 
other organs in humans. In addition, EtO 
exposure causes mutations, increases the rate 
of chromosomal aberration and sister chromatid 
exchange, and causes other undesirable changes 
in the DNA of mammalian cells. These effects 
support OSHA's conclusion regarding the 
carcinogenicity of EtO. EtO exposure has also 
been associated with an increased risk of 
spontaneous abortion among pregnant women 

and is capable of causing other adverse 
reproductive effects in both men and women. 


Preamble at 25738. OSHA goes on to conclude that a 1 ppm TWA 
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exposure limit will “substantially reduce the significant risk 
associated with current EtO exposures and that the 1 ppm level 


is feasible for most operations in most workplaces that use 


BtO.° Id. at 425775. 


But, as OSHA also acknowledges, “all of the [risk] 
assessments indicated that the excess cancer risk from EtO 
exposure at l ppm over a working lifetime are significant. 

Based upon the discussion referred to above, OSHA has determined 
that significant risk is not eliminated by lowering the TWA to 

l ppm." Id. at 25765 (emphasis in original). OSHA further 
observed that "OSHA must, if it is feasible, seek to reduce 

[the cancer] ‘risks below those estimated by the risk assessment 
to persist at a PEL of 1 ppm." Id. at 25766. 

Beyond OSHA's own admission in the Preamble that the PEL 
is not enough to protect workers from the cancer risk, the 
deletions from the Preamble highlight OSHA's conviction that 
further protection -- specifically a STEL -- is needed to 
protect against other adverse health effects. Most important, 
‘OSHA deleted from the Preamble its conclusions that neither the 
risk of chromosome damage nor the risk of spontaneous abortions 
and other reproductive problems would be reduced to acceptable 
levels by the imposition of a 1 ppm TWA, but instead required a 
STEL. June 14th Document at 166-67, App. 177-78. The June 14th 


document was also replete with statements underscoring the 


=} 7= 





necessity of imposing a STEL, including this summary: 


The establishment of a 1 ppm TWA alone may not be 
sufficient to reduce the incidence of these [adverse 
health] effects. For example, even with a 1 ppm TWA over 
8 hours, one and two minute exposures of hundreds of ppm 
might be allowed to occur. These represent the types of 
exposure which can take place at the opening of a sterilizer 
door, or when inadequately aerated medical supplies are 
moved from a sterilizer to a storage area. Given the 
strong evidence about the effects of these short-term 
exposures on chromosomes and the data from Hemminki's 
study on spontaneous abortions among hospital workers in 
Finland, OSHA believes that it is necessary to place a 
limitation on short-:erm exposures to EtO to protect 
workers from the demonstrated risks of such exposures by 
supplementing the TWA exposure limit in the final rule. 
It should be noted that the primary reason for a STEL is 
the need to reduce cancer risk further than a l ppm TWA 
will accomplish. Because OSHA has determined that 
significant risk exists at 1 ppm and at levels below l 
ppm, the STEL will reduce the cancer risk further within 
the bounds of feasibility. 


OSHA anticipates that the STEL will also reduce the 

potential for chromosomal and reproductive damage, 

although the extent of that reduction cannot be quantified. 

14th Document at 166-67, App. 177-78. 

Petitioners submit that it is clear that, at the conclu- 
sion of OSHA's rulemaking proceeding on June 14, 1984, the record 
before the agency compelled the issuance of a STEL. OSHA had made 
that decision, and was ready to go forward with the promul- 
gation of a STEL. OSHA's complete about-face in position 
strongly suggests that the agency first determined to abide 
by OMB's directive to eliminate the STEL and only then looked 
for a rationale to justify its decision. 

But given OSHA's prior conclusion, the elimination of the 
STEL can be sustained only if additional information was furnished 
to OSHA during its second proceeding on the STEL which would 
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justify OSHA's reversal of position. In conducting this inquiry, 
this Court should examine OSHA's rationale for deleting the STEL 
with particular care, because, as this Court has often admonished, 
abrupt shifts of policy, or departures from consistently-held 


agency positions, are "danger signals" that an agency may be 


acting in an arbitrary manner. Public Citizen v. Steed, 


supra, 733 F.2d at 99; Office of Communication of the United 
Church of Christ v. FCC, supra, 707 F.2d at 1425; Joseph v. 
FCC, supra, 404 F.2d at 212. 

These "danger signals" are not merely false alarms in 
this case. Here, there is no reason whatsoever for according 
deference to OSHA's "decision." Prior to OMB's intervention, 
OSHA determined on the basis of its painstaking review of the 
record and its expert judgment that a STEL was essential. The 
agency's reversal of position was not the product of its expertise, 
but rather was dictated by OMB, which has no technical expertise 
whatsoever in the fields germane to OSHA standard setting: 
epidemiology, toxicology, carcinogenesis, and so forth. Thus, 
OSHA's reversal of position here should be suojected to the 
most rigorous scrutiny by this Court. 

Here, nothing in the record supports OSHA's decision 
to jettison the STEL. As OSHA's own scientific staff emphasized, 
"no new significant information has been provided by parties 
opposing adoption of a STEL for EtO as a result of the extended 
rulemaking" (App. 529). For that reason, the EtO team concluded 
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that nothing they had reviewed “would require the Agency to 
change the conclusion reached in the draft final standard 
dated June 14, 1984" (App. 523). Accordingly, the team 
warned that "[i]f the decision is made to go along with 

OMB's reservations and not to promulgate a STEL, the Agency's 
June 1984 evaluation will need to be changed without having 
any new substantive information to support a change in 
position" (App. 534-35). 

Nonetheless, OSHA's policy staff overrode the unanimous 
recommendation of OSHA's scientific staff and did not promul- 
gate a STEL. In its December 19, 1984 memorandum justifying its 
decision, OSHA even conceded that "no new studies on the health 
effects of EtO have been submitted to the record during this 
extended comment period ...." (App. 545). However, OSHA next 
stated that there “has been considerable new documentation of 
reasons why the existing health data do not necessitate that a 
STEL be established" (App. 545). According to OSHA, "three 
basic findings" support this decision: (1) its conclusion 
that the risks from EtO are not dose-rate dependent, i.e., 
the risk from exposure to a given dose of EtO is no greater 
when that dose is distributed at high concentrations over a 
short period rather than at lower concentrations during a 
longer period of time; (2) its determination, based on the 
assumption that the effects of EtO exposure are dose-dependent, 
that reduction of the total cumulative dose is the key factor 
in minimizing the risks from exposure; and (3) its finding 
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that compliance with the TWA will necessitate the control of 
short-term exposures, particularly for employees whose 
exposures consist primarily of short-term bursts. 

As petitioners show infra at 42-50, none of these 
"findings" can withstand scrutiny. However, apart from the 
specific flaws which pervade those findings, there is an 
overriding error in OSHA's explanation for deleting the 
STEL. It leaves totally unanswered OSHA's own justifications 
for including the STEL in the first place: that a 1 ppm TWA 
standard, by itself, does not reduce the significant risk of 
cancer to an acceptable level, and it does not reduce at all 
the risks of chromosome damage and spontaneous abortions, 
which OSHA concedes are caused by short-term exposures at 
TWA levels at or below 1 ppm. See pp. 17-21, supra. 

Thus, OSHA has concluded that although a lower TWA stan- 
dard could readily be justified on health effects grounds, a 
lower TWA standard is not technologically feasible. Petitioners 
do not quarrel with OSHA's finding on feasibility. However, 
the Act unequivocally directs OSHA to "set the standard which 
most adequately assures, to the extent feasible, that no 


employee will suffer material impairment of health. « s." 


29 U.S.C. § 655(b) (5); American Textile Manufacturers Institute 


v. Donovan, supra, 452 U.S. at 509, 540. OSHA has concluded 
that a significant risk of “material impairment of health" 
persists at exposure levels of 1 ppm TWA ard below, and that a 


STEL would significantly reduce the risk. Under these cir- 
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cumstances, OSHA cannot stand idle. For this reason, its 
justifications for deleting the STEL completely miss the mark 
and provide no basis for the agency's inaction. Nonetheless, 
because each of the "findings" advanced by OSHA are also at odds 
with the rulemaking record, and were plainly contrived to 
justify OSHA's abdication to OMB, we address each of them in 
turn. 

A. Dose-Rate Relationship 

OSHA's principal argument is its contention that there 
is no evidence demonstrating that the adverse health effects 
are dose-rate dependent. In other words, OSHA claims that 
short-term exposures to EtO have not been demonstrated to be 
more harmful than exposures to the same cumulative dose 
received over a longer period of time. See App. 545-47. This 
argument is without merit for several reasons. 

First, OSHA is manufacturing a new requirement for the 
imposition of a STEL that has no support whatsoever in OSHA's 
prior standard-setting. Never before has OSHA raised this 
concern. On the contrary, OSHA has imposed a STEL on a number 
of occasions without providing the dose-rate data OSHA now 
claims is essential. Thus, for both vinyl chloride and acrylo- 
nitrile, OSHA imposed STELs to regulate high-level excursions on 
the basis of precisely the same rationale OSHA advanced in the 
june 14th document -- that a STEL was needed to curb short-term 


exposures that had been linked to adverse health effects. See 
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39 Fed. Reg. 35890 (1974); 43 Fed. Reg. 45762 (1978) .12/ 

Second, in contending that the record does not support 
the conclusion that the adverse health effects from EtO are 
dose-rate dependent, OSHA is relying on a distorted portrait 
of the scientific evidence and is flatly contradicting the 
conclusions of its scientific staff. In fact, scientists from 
both OSHA and NIOSH have observed that at least some of EtO's 
significant health effects are likely to be dose-rate related. 
OSHA's EtO team, for example, which included all of OSHA's top 
scientific staff, stated in its memorandum urging the 
inclusion of a STEL: 


With regard to spontaneous abortion, OSHA previously con- 
cluded that evidence indicated a statistically significant 
association between short-term exposure to EtO (once a 
day only) and an increased frequency of miscarriage. No 
new scientific data were added to further support or 
refute this judgment. Some reviewers supported the need 
for a STEL because short-term exposures were associated 
with spontaneous abortion. Others were of the opinion 
that a dose-rate effect could not be determined from the 
Hemminki study and hence a STEL was not needed to add 
further protection beyond that offered by an 8-hour TWA. 


Concerning a "dose-rate eifect" for transplacental 
hazards, k contrast to carcinogenic hazards it is 
axiomatic in the science of birth defects/embryolethality 
that thresholds exist and that dose-response curves for 
embryotoxic effects have a steep slope. Thus, a dose-rate 
effect is implicit for transplacental hazards. 


(App. 532)(emphasis added). This statement not only contradicts 


12/ Indeed, this argument is so unprecedented that 
it surfaced for the first time in OSHA's final decision on the 
STEL. At no point during this rulemaking did OSHA, or anyone 
else for that matter, ever raise the question of whether the 
data show a dose-rate dependent relationship; nor has it ever 
suggested that such a showing was a necessary prerequisite for a 
STEL. In fact, nothing in the record suggests that OSHA was 
concerned about this issue prior to its final decision on the 
STEL, which strongly supports petitioners' claim that this 
theory is nothing other than an afterthought OSHA has seized on 
to justify the deletion of the STEL. 
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OSHA's finding that there is no evidence of dose-rate 
dependency for EtO's adverse health effects, but it is 
nowhere dealt with in OSHA's December 19 statement of 
reasons for not promulgating the STEL. 

NIOSH also suggested that, at least for some genetic 
effects, there is evidence of a dose-rate dependent relation- 
ship. According to NIOSH, EtO reacts directly with the cellular 
DNA and damages the chromosomes by chemically modifying the 
DNA itself. NIOSH pointed out that, under most circumstances, 
the DNA repairs itself, by removing the damaged material and 
replacing it with a correct genetic counterpart. However, if 
DNA damage occurs at a rate that exceeds the cell's ability to 
repair itself, some of the damage to the DNA will remain 


unrepaired. Ultimately, the damage to the DNA may trigger cancer 


or other serious diseases. According to NIOSH, it appears that 


short-term, high-dose exposures to EtO are more likely to 
overwhelm the cellular repair mechanism than exposure to the 

same cumulative dose administered over longer periods of time 
(App. 513). For this reason, NIOSH argued that it was likely 
that the chromosomal damage found in the Johnson & Johnson 
studies were attributable to "peak," and not cumulative exposures. 
Id. Thus, NIOSH concluded that "[w]hile none of these studies 
provide confirmation of the carcinogenic process [of EtO], they 
do lend credence to a plausible mechanism of action for ethylene 
oxide. Such a mechanism appears to involve a delicate balance 


between DNA damage and repair which may be easily influenced by 
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‘peak' EtO exposures.” Id. 


Accordingly, contrary to OSHA's claim that there is 
no evidence of dose-rate dependent relationships between EtO 
exposures ard adverse health effects, both OSHA's own scien- 
tific staff and NIOSH concluded precisely the opposite. For 
this reason <s well, this contention cannot justify OSHA's 
decision to delete the STEL. 

B. Dose Effects 

OSHA next contends that because it is now assuming 
that the effects of EtO exposure are dose-dependent rarcher 
than dose-rate dependent, reduction of the total cumulative 
dose of EtO is the critical factor in dealing with the significant 
health risks associated with EtO. Based on this assumption, 
OSHA states that it now “believes that the 1 ppm TWA, by itself, 
will provide significant worker protection from the dose- 
effects associated with exposure to EtO" (App. 547). 

This conclusion is unsupported by the record, is flatly 
contradicted by OSHA's express findings in the Preamble, 
and is at odds with the requirements of the OSH Act. In the 
Preamble, OSHA repeatedly stated that “significant risk is 
not eliminated by lowering the TWA to 1 ppm." E.g., Preamble 
at 25765 (emphasis in original). Moreover, OSHA determined 
that although the residual cancer risk even with a 1 ppm 
standard was "significant" under the test laid down by the 
Supreme Court in the Benzene case, fe*sibility constraints 
precluded the imposition of a lower standard: "OSHA cannot 
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demonstrate that most facilities could reliably achieve 
compliance with an 8-hour TWA . . . set at a level below 1 
ppm." Preamble at 25773. Thus, OSHA's present contention 
“that the 1 ppm TWA, by itself," will provide adequate 
protection for exposed workers *cannot be reconciled with its 
prior statements. 

Nor can OSHA's position be squared with the mandates of 
the OSH Act. Stripped of its rhetoric, OSHA's contention is 
that even though workers are still at “significant risk" of 
cancer, chromosome damage, and spontaneous abortions at a 1l ppm 
TWA limit, that limit alone “will provide significant worker 
protection from the dose-effects associated with exposure to 
Et9." By using the word “significant” to describe the level 
of worker protection from the 1 ppm TWA standard, OSHA is 
doubtlessly seeking to obscure the fact that the OSH Act sets 
a far more demanding standard of the degree of worker protec- 
tion that is required. The Act does not direct OSHA to merely 
provide "significant" protection; rather, it requires OSHA to 
take whatever measures are feasible to eliminate "significant 
risk" to workers. Under the statute, OSHA has no leeway; it 
must "set the standard which most adequately assures, to the 
extent feasible, on the basis of the best available evidence, 
that no employee will suffer material impairment of health." 29 
U.S.C. § 655(b). As is evident, and as OSHA has acknowledged, 
the 1 ppm TWA standard, on its own, plainly falls short of this 


requirement. 





C. Compliance With The TWA Will Not Reduce 
The Magnitude of Short-Term Exposures. 


OSHA's final argument is that the “compliance program 
designed to maintain exposure to or below the 1 ppm TWA limit 
(required by paragraph (f)(1) of the standard) will also sub- 
stantially reduce the magnitude of the short-term exposures." 
(App. 548). OSHA goes on to proclaim that it “believes that 


employers attempting to reduce overall exposures to the 1 ppm 


TWA will by necessity have to apply good industrial hygiene 


practice of controlling short-term levels . ..." (App. 548). 
OSHA makes no attempt to substantiate this assumption with 
citations to the record, or to explain why it reached precisely 
the opposite consiasien in the June 14th document. There 
OSHA concluded that "[e]vidence in the record (discussed 
below) clearly demonstrates that the control of short-term 
peak exposures is the most reliable and effective method of 
ensuring that 8-hour TWA exposures are as low as possible.” 
June 14th Document at 217-18, App. 228-29. Once again, OSHA 
has shifted its position 180 degrees, with no new evidence 

to support its conclusion. 

In fact, OSHA's initial conclusion is plainly correct, 
since the record clearly demonstrates that high peak exposures 
occurring within a 1 ppm TWA are not merely theoretical, but 
are indeed common in the workplace. In this regard, it is 
essential to keep in mind that in most workplaces that use 
EtO, such as hospitals and health care facilities, exposures 
take place once or twice a day while the sterilizer is in 
use. While there may be residual background levels of EtO, 
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significant exposures typically result from the sterilization 


process itself, such as when the door to the sterilizer 
chamber is opened. Thus, controlling the short-term peak 
exposures necessarily drives down the <.mulative exposures, 
but, contrary to OSHA's assertion, controlling cumulative 
exposures does not necessarily affect the magnitude or 
duration of peak exposures. 

The record bears this out. For instance, Dr. Yager's 
study found a high frequency of sister chromatid exchanges 
among sterilizer workers exposed to high peak concentrations 
of EtO, where the mean concentration was 82 ppm, averaged out 
over 3.5 minutes. June 14th Document at 68, App. 79. This 
translates into 19 ppm for 15 minutes, or 0.6 ppm as an 8-hour 
TWA, well below the l ppm PEL OSHA has allowed. Id. 
Similarly, NIEHS cited evidence that even in hospitals where 
exposures were at or below 1 ppm TWA, a zone levels 
as high as 140 ppm were recorded during the opening of the 
door of a sterilizer (App. 518). 

Participants in OSHA's hearing uniformly took the view 
that short-term, high-level exposures were the rule, not the 
exception, in most hospitals and health care facilities. 
Thus, Dr. Lawrence Hecker, who testified on behalf of the 
Ethylene Oxide Industry Council, observed: 

Residual EO that has not been purged from the 
chamber, and any additional EO that has already 
off-gassed from the product, is released at that 
time [i.e.. when the sterilizer door is opened]. 
The initial level of escaping EO when the door 


is opened can be relatively high for a short 
period of time, after which it diminishes. 
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[Ex. 45, at 3]. Union commentators took the same position. 

A submission by the National Union of Hospital and Health 

Care Employees noted that “most exposures to EtO are short 
term," and that activities in which a worker may be exposed 

to EtO "total 1-2 hours a day, during which. . . exposure 
levels can soar to 480 ppm for 1 minute or 96 ppm for 5 minutes 


everyday, and yet total exposures during the day will still be 


within the 1 ppm TWA" [Ex. 189-39]. Perhaps the most striking 


evidence in the record was submitted by petitioner American 
Federation of State, County & Municipal Employees, which 
indicated that many of its hospital worker members could 
actually smell EtO on the job (EtO has a smell threshold of 
about 700 ppm), even though 8-hour TWA levels were quite low. 
For example, 
Workers at Eagle River Memorial Hospital reported 
smelling EtO when the sterilizer door was 
opened, even though the 8-hour TWA levels were 
below 1 ppm; 
Workers at Marinette General Hospital reported 
smelling EtO when opening sterilizer containers, 
even though personal exposure monitoring over 
a full work-shift determined that exposure levels 
ranged from less than 0.08 ppm to 2.44 ppm; 
Workers at St. Elizabeth Hospital reported 
smelling EtO whle unloading the -.cterilizer, 
even though the 8—hour TWA was at 1 ppm or below. 
[Ex. 44, at pp. 27-28]. 
After a careful review of all of the available exposure 


data, NIOSH similarly concluded that brief, high-level exposures 


were commonplace. In NIOSH's view, "EtO exposures typically 
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occur as brief peak exposures that appear to range between 

75 ppm and 125 ppm over the 3 to 4 minute period required 

for workers to perform their tasks of removing materials 

from the sterilizer and transferring them to the aerator" ( 
App. 507). Again, even with significant background levels 

of EtO, cumulative exposures would still be below the l ppm 
TWA. And, as OSHA itself stated in its memorandum justifying 
its decision not to issue a STEL, in light of actual exposure 
patterns, "the reduction of short-term exposures represents 
the most effective method of reducing the total dose of 

EtO for most employees . . .." (App. 548). Thus, this 


justification also fails to support OSHA's decision not to 


promulgate a STEL. 


* * * 


As is apparent, OSHA's decision not to issue a STEL 
cannot be supported on the basis of the record as it stood on 
June 14, 1984. In order for OSHA's action to be sustained, 
OSHA must demonstrate, on the basis of information or analysis 
developed since then, that a STEL is not in fact essential to 
“assure[], to the extent feasible," adequate protection against 
the significant health risks that workers will face even with 
the 1 ppm TWA standard in force. 29 U.S.C. § 655(b). Petitioners 
submit that the justifications urged by OSHA not only contradict 
OSHA's prior statements but, more importantly, do not even 
respond to the fundamental question of whether a l ppm TWA 


standard alone adequately protects workers. 
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Nothing OSHA has said since June 14th undermines in 
any way the conclusion OSHA reached regarding the necessity 
of a STEL. The June 14th document made it clear that a STEL 
is essential to address the residual cancer risk which persists 
at 1 ppm, and is equally essential to combat the very real 
risks of chromosome damage and spontaneous abortions which 
remain unchecked in the absence of a STEL. 

For these reasons, petitioners submit that OSHA's decision 
to delete the STEL from the final standard is not supported by 
substantial evidence, rests on a serious misreading of OSHA's 
responsibilities under the OSH Act, and unjustifiably imperils 
the lives and well-being of over 100,000 American workers and 
their «ff-spring. Accordingly, it must be set aside. 

III. THE OSH ACT FORBIDS THE SECRETARY 

OF LABOR FROM ABDICATING HIS DECISION- 
MAKING RESPONSIBILITY TO OMB. 

The preceding section of this brief is based on the 
assumption that it was the Secretary of Labor who decided 
not to include a STEL in the final standard and that it is 
his decision this Court must review. But the facts are 
cleit that the decision to delete the STEL was not made by 
the Secretary. Rather, he either ceded his decision-making 
responsibility to OMB, or he had his authority taken away 
from him. In either case, the Secretary impermissibly 
abdicated his decisional responsibility under the Act. 
Accordingly, the decision to delete the STEL, which was 


dictated by OMB, cannot stand. 
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There can be little dispute over the facts. After years 
of deliberations, court proceedings, agency hearings, and con- 
sideration of volumes of highly technical, scientific information, 
OSHA determined that stringent regulation of EtO was essential 
to protect the health of exposed workers and their off-spring. 
OSHA's scientists concluded that because of actual workplace 
exposure patterns, two types of exposure limits were needed to 
provide adequate protection -- an 8-hour TWA limit, reducing the 
permissible cumulative exposures, and a STEL, cutting down on 
the magnitude and duration of short-term exposures. Ultimately, 
OSHA prepared a document setting forth the final standard and a 
detailed supporting explanation, which was approved by the 
Assistant Secretary of Labor for OSHA and, finally, by the 
Secretary of Labor. That document, referred to here as the 
"June 14th Document," would have been issued as the final 
Standard but for the intervention of OMB on June 14 requiring 
OSHA to reconsider the need for a STEL.13/ 

Under the statutory scheme, however, the standard, 
including the STEL, should have been issued once the Secretary 
of Labor had signed-off on it. There is no other requirement 
in the statute. As this Court has observed, “the [OSH] Act 
. . . delegates the task of formulating particular health and 


13/ tn petitioners' view, it is unnecessary for the 
Court to reach the question of the extent to which OMB may 
second-guess agency regulatory determinations of the sort that 
were involved here, because, as petitioners argue above, OSHA's 
decision to delete the STEL is neither supported by substantial 
evidence nor consistent with the worker protection provisions of 
the OSH Act. 
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safety standards to the Secretary of Labor." Industrial 
Union Department, AFL-CIO v. Hodgson, supra, 499 F.2d at 470; 
see also id. at 474. Nowhere does the statute mention the 
Office of Management and Budget, much less assign it the role 
of ultimate decision-maker. 

Against this backdrop, it is clear that, in this case, 
the Secretary of Labor's abdication of his rulemaking respon- 
sibilities to OMB violated the language and spirit of the OSH 
Act. Congress directed that the Secretary of Labor -- not the 
Director of OMB -- determine the content of OSHA standards, 
and the Secretary of Labor has no right to surrender that 
authority to OMB. Even if there are certain rulemaking 
proceedings in which some form of participation by OMB would 
be proper, nothing gives OMB the authority to dictate the 
achsthans of scientific health and safety standards to OSHA. 
Cf. Humphrey's Executor v. United States, 295 U.S. 602 (1935); 
Weiner v. United States, 357 U.S. 349 (1958); United States ex 


rel. Accardi v. Shaughnessy, 347 U.S. 260 (1954); Presidential 


Control of Agency Rulemaking: An Analysis of Constitutional 


Issues That May Be Raised By Executive Order 12291, Report of 


the House Committee on Energy and Commerce, 97th Cong., lst 
Sess., Comm. Print (June 15, 1981), reprinted in 80 Mich. L. 


Rev. 193 (1981) (hereinafter cited as Presidential Control of 


Agency Rulemaking); Olson, The Quiet Shift of Power: Office of 


Management & Budget Supervision of Environmental Protection 
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Agency Rulemaking Under Executive Order 12291, 4 U. Vir. J. Nat. 
Res. `. 1 (1984)(hereinafter cited as "Olson"). 

Nor is there any doubt that OMB dictated the decision 
to drop the STEL to OSHA. Here, it is clear that OMB's 
efforts on the STEL were nothing other than a thinly veiled 
attempt to give affected industries -- which had lost on the 
STEL question before OSHA -- a second opportunity to prevent 
OSHA from including a STEL, this time with a powerful ally as 
its standard-bearer. Major segments of OMB's June 14th 
letter, particularly those discussing the scientific issues, 
plainly are distillations of the comments filed by the key 
industry opponents to the STEL. Even a cursory comparison of 
OMB's discussion of the "flaws" in the scientific studies 
relied on by OSHA to support a STEL with the comments filed 
by the industry groups opposed to the STEL, makes it clear 
that OMB simply repeated wholesale the industries' arguments. 
Indeed, NIOSH, in its discussion of OMB's June 14th letter, 
pointed out the similarity between OMB's view of the science and 
that of key industry trade group» (App. 507-508) .14/ 

14/ The striking similarity between OMB's June 14th 
letter and the comments filed by industry foes of the STEL is 
best illustrated by comparing the positions taken on key issues. 
Thus, OMB's statements to the effect that "the STEL added in the 
final rule is unsupported by any reasonable risk" (App. 416; see 
also App. 419) mirror the comments of the Ethylene Oxide Industry 
Council ("EOIC") [Ex. 153 at pp. 45-46], the American Hospital 
Association ("AHA") {Ex. 154 at p. 11], and the Health Industry 
Manufacturers Association ("HIMA") (Ex. 11-74 at p. 31]. Compare 
also OMB's statement that the STEL is based on flawed assumptions 
ebout employee exposure patterns (App. 419) with EOIC comments 
[Ex. 11-57 at p. 46], and HIMA's comments [Ex. 152 at p. 12]. 
Perhaps most telling is between OMB's criticisms of the Yager, 
Johnson & Johnson and Hemminki studies (App. 420) and which 
repeat virtually verbatim EOIC's comments [Ex. 153 at pp. 


49-53], HIMA's comments [Ex. 11-74 at pp. 14, 32-35], and AHA's 
comments [Ex. 154 at pp. 9-10]. 





By simply parroting industry concerns, OMB effectively 
gave industry two bites at the apple, the second one stamped 
with the imprimatur of OMB. And it did so in disregard of 
the mandate of the OSH Act, which requires the compilation 
of a record to serve as a basis for the agency's decision, 
29 U.S.C. § 655(e), and the agency's own rules governing the 
conduct of OSHA rulemakings. See 29 C.F.R. § 1911.15. 
Moreover, basic notions of constitutional due process 
require adherence to the procedural rules Congress has 
established to guide the rulemaking process, Sierra Club v. 
Costle, 657 F.2d 298, 392 n.462 (D.C. Cir. 1981), yet OMB 
entered the rulemaking process literally ac the last minute 
to reverse OSHA's decision on the STEL. 

More important here, however, is the fact that because 
OMB simply parroted industries' concerns, there can be no 
question that it was the force of OMB's arguments that 


persuaded OSHA to drop the STEL. OMB's concerns had all 


been raised by industry groups and rejected by OSHA during 


the course of the rulemaking. Thus, it is abundantly clear 
that it was not the substance of the comments that influenced, 
OSHA but rather it was their source -- OMB -- that was the 
determinative factor. 

OSHA has contended that its submission of the standard 
to OMB for approval was required by Executive Order 12291. 
Apart from the fundamental question of whether the Executive 
Order can, as a matter of constitutional law, empower OMB to 
inject itself into this kind of rulemaking, OSHA's defense is 


utterly without force here for at least three reasons. 
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First, as noted above, nothing in the Executive Order can 
override the express mandate of Congress in the OSH Act, which 
assigns exclusive authority for the formulation of health and 
safety standards to the Secretary of Labor, and thus necessarily 
forbids OMB from exercising what amounts to veto power over such 
standards. Youngstown Sheet and Tube Co. v. Sawyer, 343 U.S. 
579, 587-89 (1952), see also id. at 637-39 (Jackson, J., con- 
curring) (inherent authority of President at its lowest ebb 
where, as here, Congress has acted by expressly conferring the 
decisional authority on the Secretary of Labor). While there 
are no doubt instances in which Congress' delegation of legis- 
lative power is far less sharply defined than here, and thus 
there may be an argument that Congress did not intend to 
foreclose some form of participation by OMB, Congress spoke 
with a clear voice in the OSH Act and delegated standard-setting 
authority to the Secretary of Labor alone. 

Second, whatever the scope of OMB's authority to play 
a role in the formulation of agency regulatory policy as a 
general matter, it surely does not extend to the formulation 
of the kind of complex scientific and technical judgments OSHA 
was called on to make regarding the need for a STEL. Indeed, in 
defending the constitutionality of the Executive Order, even the 
Department of Justice recognizes that Myers v. United States, 
272 U.S. 52, 135 (1926), the case on which it chiefly relies, 
expressly noted that “there may be duties so peculiarly and 
specifically committed to the discretion of a particular officer 
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as to raise a question whether the President may overrule or 
revise the officer's interpretation of his statutory duty in 
a particular instance." Construing this language, the 
Justice Department concedes that the passage "is based on 

the view that Congress may constitutionally conclude that 
some statutory responsibilities should be carried out by 
particular officers without the President's revision, 

because such officers head agencies having the technical 
expertise and institutional competence that Congress intended 
the ultimate decisionmaker to possess." Department of 
Justice, Office of Legal Counsel, Memorandum of February 13, 
1981, reprinted in Presidential Control of Agency Rulemaking, 
at 81 citing H. Friendly, The Federal Administrative Agencies 
(1962). 

It is difficult to imagine a more apt description of 
Congress' judgment in the OSH Act. Recognizing that OSHA 
would be called upon to make technical judgments "on the 
frontiers of scientific knowledge," Industrial Union Depart- 
ment, AFL-CIO v. Hodason, supra, 499 F.2d at 474, the statute 
gives OSHA authority to undertake “research in the field of 
occupational safety and health," and explore “ways to discover 
latent diseases." 29 U.S.C. §§ 651(b)(5)& (b)(6). Unlike 
OSHA, which has a staff of scientists and health professionals 
experienced in the rigors of standard-setting to do the 


groundwork and then advise the Secretary, backed by the 


researchers at NIOSH, OMB's staff consists primarily of 
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economists, who have little or no specialized scientific 
training, and no expertise whatsoever in making the highly 


technical judgments that lie at the core of any OSHA health 


standard. See Olson, supra at 34. Indeed, it is petitioners' 


understanding that the staff-member coordinating OMB's 
position on the EtO standard was Dr. Nancy Wentzler, an 
economist. Thus, there can be no serious contention that 
Congress intended OMB to play any role in determining the 
actual substance of OSHA's standards. Accordingly, the 
Executive Order cannot provide a basis for OMB to intrude 
into the highly technical and scientific judgments Congress 
entrusted to the Secretary of Labor. 

Third, the thrust of the Executive Order, and indeed 
OMB's comments to OSHA in opposition to the STEL, relate 
almost exclusively to cost-benefit concerns. Thus, the principal 
section of OMB's letter to OSHA attacking the STEL is entitled 
"The cost-effectiveness of the rule's compliance restrictions” 
(App. 416). OMB's letter then engages in elaborate cost- 
comparisons aimed at demonstrating that the STEL would not be 
cost-beneficial, especially when the benefits of the STEL 
were calculated in the manner that OMB's economists considered 
appropriate (App. 418). And its letter concludes that "OSHA's 
final ethylene oxide rule violates in major respects the prin- 
ciples set forth in Section 2 of Executive Order 12291" (App. 


416), which requires agencies to engage in cost-benefit analysis. 
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The flaw in OMB's position, and in OSHA's apparent 
capitulation to OMB, is that although OSHA's formal statement 
of reasons is carefully crafted not to rely on cost-benefit 
comparisons to justify excision of the STEL, the cost concerns 
raised by OMB were the sole basis for the agency's decision not 
to go ahead and issue the STEL on June 15. This point bears 
emphasis because the OSH Act prohibits the agency from basing 
its regulatory decisions on precisely the sort of mechanical 
assessment of costs and benefits required by the Executive 
Order. In fact, the Supreme Court has expressly rejected the 
argument that the Act permits OSHA to act on the basis of 
cost-benefit analysis: 

Congress itself defined the basic relationship 
between costs and benefits [in the OSH Act], 

by placing the "benefit" of worker health 

above all other considerations save those 
making attainment of this benefit unachievable. 
Any standard based on a balancing of costs 

and benefits that strikes a different balance 


than that struck by Congress would be inconsistent 
with the command set forth in § 6(b)(5). 


American Textile Manufacturers Institute v. Donovan, supra, 


452 U.S. at 509; see also id. at 510-12. Thus, by imposing 
OMB's cost-benefit analysis on OSHA through the review 
requirements in the Executive Order, OMB was plainly directing 
OSHA to disregard the balance Congress struck in the Act, 
which was to provide the maximum feasible protection to 


exposed workers. 





* * $ 


In sum, OSHA's eleventh-hour decision to drop the 
STEL from the standard as a result of pressure from OMB was 
plainly unlawful. To remedy these violations, the only 
appropriate course of action is for this Court to order the 
Secretary of Labor to issue the STEL as set forth in the June 14 
document, which the Secretary has already approved. This remedy 
would be equivalent to that employed in other cases involving 
unjustified or illegal rescissions of rules by administrative 
agencies -- which, as demonstrated above, is essentially what 
happened here. See Public Citizen v. Steed, 733 F.2d 93 (D.C. 
Cir. 1984); International Ladies' Garment Union v. Donovan, 722 


F.2d 795 (D.C. Cir. 1983); Action on Smoking and Health v. 
CAB, 699 F.2d 1209 (D.C. Cir. 1983). 


CONCLUSION 
For the foregoing reasons, respondents should be directed 
to issue without delay a short-term exposure limit, no 
greater than 10 ppm over 15 minutes, to govern worker exposure 


to ethylene oxide. 
Respectfully submitted, 


David C. Vladeck 
Alan B. Morrison 


Public Citizen Litigation Group 
Suite 700 

2000 P Street, N.W. 

Washington, D.C. 20036 

(202) 785-3704 


Attorneys for Petitioners 
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EDITOR'S NOTE: 


THE FOLLOWING PAGES WERE POOR HARD COPY 
AT THE TIME OF FILMING. IF AND WHEN A 
BETTER COPY CAN BE OBTAINED, A NEW FICHE 
WILL BE ISSUED. 





The Occupational Safety and Health Act of 1970 


Section 2, 29 U.S.C. § 651: 


Congressional statement of findings and declaration 


of purpose and policy 
(a)! The Congress finds that personal injuries and illnesses aris- 
ing out of work situations impose a substantial burden upon, and 
are a hindrance to, interstate commerce in terms of lost production, 
wage loss, medical expenses, and disability compensation payments. 


(b) The Congress declares it to be its purpose and policy, through 
the exercise of its powers to regulate commerce among the several 
States and with foreign nations and to provide for the general wel- 
fare, to assure so far as possible every working man and woman in 
the Nation safe and healthful working conditions and to preserve 
our human resources— 


(1) by encouraging employers and employees in their efforts 
to reduce the number of occupational safety and health hazards 
at their places of employment, and to stimulate employers and 
employees to institute new and to perfect existing programs for 
providing safe and healthful working conditions; 


(2) by providing that employers and employees have separate 
but dependent responsibilities and rights with respect to achiev- 
ing safe and healthful working conditions; 


(3) by authorizing the Secretary of Labor to set mandatory 
occupational safety and health standards applicable to busi- 
nesses affecting interstate commerce, and by creating an Oc- 
cupational Safety and Health Review Commission for carrying 
out adjudicatory functions under this chapter; 


(4) by building upon advances already made through employ- 
er and employee initiative for providing safe and healthful work- 
ing conditions; 


(5) by providing ‘for research in the field of occupational 
safety and health, including the psychological factors involved, 
and by developing innovative methods, techniques, and ap- 
proaches for dealing with occupational safety and health prob- 
lems: 


(6) by exploring ways to discover latent diseases, establishing 
causal connections between diseases and work in environmental 
conditions, and conducting other research relating to health 
problems, ir recognition of the fact that occupational health 
standards present problems often different from those involved 
in occupational safety; 


(7) by providing medica! criteria which will assure insofar as 
practicable that no employee will suffer diminished health, func- 
tional capacity, or life expectancy as a result of his work experi- 
ence; : 


(8) by providing for training programs to increase the num- 
ber and competence of personnel engaged in the field of occupa- 
tional safety and health; 





(9) by providing for the development and promulgation of oc- 
cupational safety and health standards; 


(10) by providing an effective enforcement program which 
shall include a prohibition against giving advance notice of any 


inspection and sanctions for any individual violating this pro- 
hibition; 


(11) by encouraging the States to assume the fullest responsi- 
bility for the administration and enforcement of their occupa- 
tional safety and health laws by providing grants to the States 
to assist in identifying their needs and responsibilities in the 
area of occupational safety and health, to develop plans in ac- 
cordance with the provisions of this chapter, to improve the ad- 
ministration and enforcement of State occupational safety and 


health laws, and to conduct experimental and demonstration 
projects in connection therewith; 


(12) by providing for appropriate reporting procedures with 
respect to occupational safety and health which procedures will 
help achieve the objectives of this chapter and accurately de- 


scribe the nature of the occupational safety and health prob- 
lems ; 


(13) by encouraging joint labor-management efforts to reduce 
injuries and disease arising out of employment. 


Section 6, 29 U.S.C. § 655 (in relevant part): 


Promsigation by Secretary of vational consensus ctundards and established 
Federal standards; time fer premuigatien; eoaflicting standards 

(a) Without regard to chapter 5 of Title 5 or to the other sub- 
sections of this section, the Secretary shall, as soon; as practicable 
during the period beginning with the effective date of this chap- 
ter and ending two years after such date, by rule promulgate as an 
occupational safety or health standard any nationa! consensus stand- 
ard, and any established Federal standard, unless he determines 
that the promulgation of such a standard would not result in im- 
proved safety or health for specifically designated employees. In 
the event of conflict among any such standards, the Secretary -shall 
promulgate the standard which assures the greatest protection of 
the safety or health of the affected employees. 


Procedure for promulgation, modification, or revocation of standards 


(b) The Secretary may by rule promulgate, modify, or revoke any 
occupational safety or health standard in the following manner: 


(i) Whenever the Secretary, upon the basis of information 
submitted to him in writing by an interested person, a represen- 
tative of any organization of employers or employees, a nationali- 
ly recognized standards-producing organization, the Secretary of 
Health, Education, and Welfare, the National Institute for Oc- 
cupational Safety and Health, or a State or political subdivision, 
or on the basis of information developed by the Secretary or 
otherwise available to him, determines that a rule should be 
promulgated in order to serve the objectives of this chapter, the 





Secretary may request the recommendations of an advisory com- 
mittee appointed under section 656 of this title. The Secretary 
shall provide such an advisory committee with any proposals of 
his own or of the Secretary of Health, Education, and Welfare, 
together with all pertinent factual information developed by the 
Secretary or the Secretary of Health, Education, and Welfare, or 
otherwise available, including the results of research, demon- 
strations, and experiments. An advisory committee shall sub- 
mit to the Secretary its recommendations regarding the rule to 
be promulgated within ninety days from the date of its appoint- 
ment or within such longer or shorter period as may be pre- 
scribed by the Secretary, but in no event for a period which is 
longer than two hundred and seventy days. 


(2) The Secretary shall publish a proposed rule promulgating, 
modifying, or revoking an occupational safety or health standard 
in the Federal Register and shall afford interested persons a pe- 
riod of thirty days after publication to submit written data or 
comments. Where an advisory committee is appointed and the 
Secretary determines that a rule should be issued, he shall pub- 
lish the proposed rule within sixty days after the submission of 
the advisory committee’s recommendations or the expiration of 
the period prescribed by the Secretary for such submission. 


(3) On or before the last day of the period provided for the 
submission of written data or comments under paragraph (2), 
any interested persón may file with the Secretary written objec- 
tions to the proposed rule, stating the grounds therefor and re- 
questing a public hearing on such objections. Within thirty 
days after the last day for filing such objections, the Secretary 
shall publish in the Federal Register a notice specifying the oc- 
cupational safety or health standard to which objections have 
been filed and a hearing requested, and specifying a time and 
place for such hearing. ` 


(4) Within sixty days after the expiration of the period pro- 
vided for the submission of written data or comments under 
paragraph (2), or within sixty days after the completion of any 
hearing held under paragraph (3), the Secretary shall issue a 
rule promulgating, modifying, or revoking an occupational 
safety or health standard or make a determination that a rule 
should not be issued. Such a rule may contain a provision de- 
laying its effective date for such period (not in excess of ninety 
days) as the Secretary determines may be necessary to insure 
that affected employers and employees will be informed of the 
existence of the standard and of its terms and that employers 
affected are given an opportunity to familiarize themselves and 
their employees with the existence of the requirements of the 
standard. 


(5) The Secretary, in promulgating standards dealing with 
toxic materials or harmful physical agents under this subsection, 
shall set the standard which most adequately assures, to the ex- 
tent feasible, on the basis of the best available evidence, that no 
employee will suffer material impairment of health or functional 
capacity even if such employee has regular exposure to the haz- 
ard dealt with by such standard for the period of his working 
life. Development of standards under this subsection shall be 
based upon research, demonstrations, experiments, and such 
other information as may be appropriate. In addition to the at- 
tainment of the highest degree of health and safety protection 

- for the employee, other considerations shall be the latest avail- 
able scientific data in the field, the feasibility of the standards, 
and experience gained under this and other health and safety 
laws. Whenever practicable, the standard promulgated shall be 
expressed in terms of objective criteria and of the performance 
desired. 





Judicial review 

(f) Any person who may be adversely affected by a standard is- 
sued under this section may at any time prior to the sixtieth day 
after such standard is promulgated file a petition challenging the 
validity of such standard with the United States court of appeals 
for the circuit wherein such person resides or has his principal 
place of business, for a judicial review of such standard. A copy 
of the petition shall be forthwith transmitted by the clerk of the 
court to the Secretary. The filing of such petition shall not, unless 
otherwise ordered by the court, operate as a stay of the standard. 
The determinations of the Secretary shall be conclusive if support- 
ed by substantial evidence in the record considered as a whole. 





